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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 
21  CFR  Part  81  • 

(Docket  No.  76N-0366] 

Provisional  Listing  of  FD&C  Red  No.  3, 
D&C  Red  No.  33,  and  D&C  Red  No.  36; 
Postponement  of  Closing  Date 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  postponing  the 
closing  date  for  the  provisional  listings 
of  FD&C  Red  No.  3  for  use  in  coloring 
cosmetics  and  externally  applied  drugs, 
the  lakes  of  FD&C  Red  No.  3  for  use  in 
coloring  food  and  ingested  drugs,  and 
D&C  Red  No.  33  and  D&C  Red  No.  36  for 
use  as  color  additives  in  drugs  and 
cosmetics.  The  new  closing  date  for  the 
provisional  listing  of  these  color 
additives  will  be  August  30, 1988.  This 
postponement  will  provide  additional 
time  for  FDA  to  complete  its  evaluation 
of  the  information  on  FD&C  Red  No.  3 
and  to  prepare  appropriate  Federal 
Register  documents  for  FD&C  Red  No.  3. 
D&C  Red  No.  33,  and  D&C  Red  No.  36. 
EFFECTIVE  DATE:  Effective  July  1, 1988. 
the  new  closing  date  for  FD&C  Red  No.  3 
and  its  lakes,  D&C  Red  No.  33,  and  D&C 
Red  No.  36  will  by  August  30, 1988. 

FOR  FURTHER  INFORMATION  CONTACT: 
Gerad  L.  McCowin,  Center  for  Food 
Safety  and  Applied  Nutrition  (HFF-330), 
Food  and  Drug  Administration,  200  C  St. 
SW.,  Washington,  DC  20204.  202-472- 
5676. 

SUPPLEMENTARY  INFORMATION: 

I.  FD&C  Red  No.  3 

FDA  established  the  current  closing 
date  of  July  1, 1988,  by  a  rule  published 
in  the  Federal  Register  on  May  2, 1988 
(53  FR  15551).  At  that  time,  FDA 
postponed  the  closing  date  to  provide 
time  for  the  agency  to:  (1)  Complete  its 
review  of  the  report  of  the  scientific 
review  panel,  (2)  consider  the  impact,  if 
any,  of  the  recent  decision  in  Public 
Citizen  v.  Young,  831  F.2d  1108  (D.C. 
1987),  and  (3)  develop  and  issue 
appropriate  Federal  Register  documents. 

Because  of  the  complexity  of  the 
issues  involved  in  the  evaluation  of  the 
data  for  FD&C  Red  No.  3,  the  agency 
previously  concluded  that  the  closing 
date  for  the  provisional  listing  of  FD&C 
Red  No.  3  should  be  extended  until  July 
1, 1988.  (For  further  discussion  of  the 
issues  concerning  FD&C  Red  No.  3  see 


50  FR  26377  at  26379;  June  26. 1985.  and 
50  FR  35783  at  35786;  September  4, 1985.) 
By  letter  of  June  14, 1988,  the  Certified 
Colors  Manufacturers  Association 
(CCMA)  advised  the  agency  that  it  has 
initiated  a  short-term  study  to 
demonstrate  the  hormonal  effects  of 
FD&C  Red  No.  3.  The  CCMA  states  that 
the  results  from  this  and  earlier  studies 
will  show  that  the  color  works  through  a 
secondary  effect  in  (he  causation  of 
thyroid  cancer.  The  agency  believes  that 
it  is  appropriate  to  extend  the  closing 
date  to  provide  time  for  it  to  evaluate 
the  protocol  of  the  study,  the  progress  of 
the  study,  to  determine  an  appropriate 
period  of  time  for  completion  of  the 
study,  and  the  agency’s  evaluation  of 
the  study,  in  addition,  the  extension  of 
time  will  be  used  to  evaluate  the  data 
submitted  in  response  to  the  request  for 
usage  information  on  FD&C  Red  No.  3 
which  published  in  the  Federal  Register 
of  November  19. 1987  (52  FR  44485)  and 
December  21, 1987  (52  FR  48326).  For 
these  reasons,  the  agency  believes  it  is 
reasonable  to  postpone  the  closing  date 
for  FD&C  Red  No.  3  until  August  30, 

1988.  The  extension  will  provide  time  for 
the  development  of  a  Federal  Register 
proposal  setting  forth  the  amount  of  time 
required  for  the  preparation  of  final 
Federal  Register  documents  ruling  on 
the  status  of  FD&C  Red  No.  3  under  the 
color  additive  amendments. 

II.  D&C  Red  No.  33  and  D&C  Red  No.  36 

FDA  establishes  the  current  closing 
date  of  July  1, 1988,  for  D&C  Red  No.  33 
and  D&C  Red  No.  36,  by  a  rule  published 
in  the  Federal  Register  of  May  2, 1988 
(53  FR  15551).  At  that  time.  FDA 
postponed  the  closing  date  to  provide 
time  for  the  agency  to  prepare  Federal 
Register  documents  that  would  explain 
the  basis  for  the  agency’s  decisions 
concerning  the  conditions  under  which 
these  color  additives  could  be  safely 
used. 

The  agency  has  not  yet  completed 
documents  fully  describing  the  bases  for 
each  of  these  decisions  and  setting  forth 
detailed  conditions  for  use.  Therefore, 
FDA  believes  that  it  is  reasonable  to 
postpone  the  closing  date  for  these  color 
additives  until  August  30, 1988,  to 
provide  time  for  the  preparation  and 
publication  of  appropriate  Federal 
Register  documents.  The  agency  intends 
to  publish  these  document  as  soon  as 
possible. 

III.  Conclusions 

The  agency  has  considered  what,  if 
any,  effect  this  extension  would  have  on 
the  public  health.  FDA  has  concluded 
that  there  is  no  basis  to  believe  that  a  2- 


month  extension  would  present  a  hazard 
to  public  health.  This  extension  is  thus 
consistent  with  Alcllwain  v.  Hayes,  690 
F.2d  1041  (D.C.  Cir.  1982).  Because  of  the 
shortness  of  time  until  the  July  1, 1988, 
closing  date.  FDA  concludes  that  notice 
and  public  procedure  on  this  regulation 
are  impracticable,  and  that  good  cause 
exists  for  issuing  the  postponement  as  a 
final  rule  and  for  an  effective  date  of 
July  1, 1988.  This  regulation  will  permit 
the  uninterrupted  use  of  these  cplor 
additives  until  further  action  is  taken.  In 
accordance  with  5  U.S.C.  553(b)  and 
(d)(1)  and  (3),  this  postponement  is 
issued  as  a  final  regulation,  effective 
July  1,1988. 

List  of  Subjects  in  21  CFR  Part  61 

Color  additives,  Cosmetics,  Drugs. 

Therefore,  under  the  Transitional 
Provisions  of  the  Color  Additive 
Amendments  of  1960  to  the  Federal 
Food,  Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs,  Part  81  is  amended 
as  follows: 

PART  81—  GENERAL  SPECIFICATIONS 
AND  GENERAL  RESTRICTIONS  FOR 
PROVISIONAL  COLOR  ADDITIVES 
FOR  USE  IN  FOODS,  DRUGS,  AND 
COSMETICS 

1.  The  authority  citation  for  21  CFR 
Part  81  continues  to  read  as  follows: 

Authority:  Secs.  701,  700,  52  Stat.  1055-1056 
as  amended,  74  Stat  399-407  as  amended  (21 
U.S.C.  371,  370);  Title  II.  Pub.  L.  86-018;  sec. 
203,  74  Stat.  404-107  (21  U.S.C.  376,  note);  21 
CI  R  5.10. 

§81.1  (Amended) 

2.  Section  81.1  Provisional  lists  of 
color  additives  is  amended  in  the  tables 
of  paragraph  (a)  for  the  entry  “FD&C 
Red  No.  3,"  and  of  paragraph  (b)  for  the 
entries  “D&C  Red  No.  33”  and  "D&C  Red 
No.  36”  by  revising  the  closing  date  to 
read  “August  30, 1988.” 

§  81.27  [Amended] 

3.  Section  81.27  Conditions  of 
provisional  listing  is  amended  in  the 
table,  appearing  in  the  introductory  text 
in  paragraph  (d),  by'revising  the  closing 
date  for  the  entries  "FD&C  Red  No.  3”, 
“D&C  Red  No.  33”,  and  “D&C  Red  No. 
36”  to  read  “August  30, 1988.” 

Dated:  June  29, 1988. 

John  M.  Taylor, 

Associate  Commissioner  for  Regulatory 
Affairs. 

(FR  Doc.  86-14966  Filed  6-29-88;  4:43  pm] 
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Last  List  )une  30,  1988 
This  is  a  continuing  list  of 
public  bills  from  the  current 
session  of  Congress  which 
have  become  Federal  laws.  It 
may  be  used  in  conjunction 
with  “PLUS”  (Public  Laws 
Update  Service)  on  523-6641. 
The  text  of  laws  is  not 
published  in  the  Federal 
Register  but  may  be  ordered 
in  individual  pamphlet  form 
(referred  to  as  “slip  laws”) 
from  the  Superintendent  of 
Documents,  U.S.  Government 
Printing  Office,  Washington, 

DC  20402  (phone  202-275- 
3030). 

H.R.  2203/Pub,  L.  100-355 

To  increase  the  amount 
authorized  to  be  appropriated 
with  respect  to  the  Sewall- 
Belmont  House  National 
Historic  Site.  (June  28,  1988; 
102  Stat.  667;  2  pages) 

Price:  SI  .00 

S.  2156/Pub.  L  100-356 

To  amend  the  National  School 
Lunch  Act  to  require  eligibility 
for  free  lunches  to  be  based 
on  the  nonfarm  income 
poverty  guidelines  prescribed 
by  the  Office  of  Management 
and  Budget.  (June  28,  1988; 
102  Stat.  669;  2  pages) 

Price:  $1.00 

S.  2167/Pub.  L.  100-357 

National  Appliance  Energy 
Conservation  Amendments  of 
1988.  (June  28,  1988;  102 
Stat.  671;  5  pages)  Price: 
$1.00 
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CFR  ISSUANCES  1988 

January- April  1933  Editions  and  Projected  July,  1988 
Editions 


This  list  sets  out  the  CFR  issuances  for  the  January-April  1988 
editions  and  projects  the  publication  plans  for  the  July,  1988 
quarter.  A  projected  schedule  that  will  include  the  October,  1988 
quarter  will  appear  in  the  first  Federal  Register  issue  of  October. 

For  pricing  information  on  available  1987-1988  volumes 
consult  the  CFR  checklist  which  appears  every  Monday  in  the 
Federal  Register. 

Pricing  information  is  not  available  on  projected  issuances. 
Individual  announcements  of  the  actual  release  of  volumes  will 
continue  to  be  printed  in  the  Federal  Register  and  will  provide 
the  price  and  ordering  information.  The  weekly  CFR  checklist  or 
the  monthly  List  of  CFR  Sections  Affected  will  continue  to  provide 
a  cumulative  list  of  CFR  volumes  actually  printed. 

Normally,  CFR  volumes  are  revised  according  to  the  following 
schedule: 

Titles  1-16— January  1 
Titles  17-27— April  1 
Titles  28-41— July  1 
Titles  42-50— October  1 

All  volumes  listed  below  will  adhere  to  these  scheduled  revision 
dates  unless  a  notation  in  the  listing  indicates  a  different  revision 
date  for  a  particular  volume. 

'Indicates  volume  is  still  in  production. 


Titles  revised  as  of  January  1,  1988: 

Title 


CFR  Index 

1-199 

200-End 

1-2 

10  Parts: 

3  (Compilation) 

0-50 

51-199 

4 

200-399  (Cover  only) 
400-499 

5  Parts: 

500-End 

1-699 

700-1199 

11 

1200-End 

12  Parts: 

6  [Reserved] 

1-199 

200-219 

7  Parts: 

220-299 

0-26 

300-499 

27-45 

500-599 

46-51 

600-End 

52 

53-209 

210-299 

13 

300-399 

14  Parts: 

400-699 

1-59 

700-899 

60-139 

900-999 

140-199 

1000-1059 

200-1199 

1060-1119 

1120-1199 

1200-End 

1200-1499 

15  Parts: 

1500-1899 

0-299 

1900-1939 

300-399 

1940-1949 

400-End 

1950-1999 

2000-End 

16  Parts: 

0-149 

8 

150-999 

1000-End 

Titles  revised  as  of  April  1,  1988: 

Title 

17  Parts: 


1-199 

23 

200-239* 

240-End' 

24  Parts: 

0-199* 

18  Parts: 

200-499* 

1-149 

500-699 

150-279* 

700-1699* 

280-399' 

400-End* 

1700-End* 

25 

19  Parts: 

1-199* 

26  Parts: 

200-End 

1  (§§  1.0-1-1.60) 

1  (§§  1.61-1.169) 

20  Parts: 

1  (§§  1.170-1.300)* 

1-399 

1  (§§  1.301-1.400) 

400-499 

1  (§§  1.401-1.500) 

500-End 

1  (§§  1.501-1.640)* 

1  (§§  1.641-1.850) 

21  Parts: 

1  (§§  1.851-1.1000) 

1-99 

1  (§§  1.1001-1.1400)* 

100-169 

1  (§  1.1401-End) 

170-199 

2-29* 

200-299 

30-39* 

300-499 

40-49 

500-599* 

50-299 

600-799 

300-499 

800-1299 

500-599  (Cover  only) 

1300-End 

600-End 

22  Parts: 

27  Parts: 

1-299* 

1-199* 

300-End 

200-End* 

Projected  July  1,  1983  editions: 

Title 

28 

400-End 

29  Parts: 

0-99 

35 

100-499 

36  Parts: 

500-899 

1-199 

900-1899 

200-End 

1900-1910 

1911-1925 

1926 

37 

1927-End 

38  Parts: 

0-17 

30  Parts: 

0-199 

18-End 

200-699 

39 

700-End 

40  Parts: 

31  Parts: 

1-51 

0-199 

52 

200-End 

53-60 

61-80 

32  Parts: 

81-99 

1-189 

100-149 

190-399 

150-189 

400-629 

190-299 

630-699  (Cover  only) 

300-399 

700-799 

400-424 

800-End 

425-699 

700-End 

33  Parts: 

1-199 

41  Parts: 

200-End 

34  Parts: 

1-299 

Chs.  1-100 

Ch.  101 

Chs.  102-200 

Ch.  201 -End 

9  Parts: 


34  Parts: 

1-299 

300-399 


Federal  Register  /  Vol.  53,  No.  127  /  Friday,  July  1, 1988  /  Reader  Aids 


TABLE  OF  EFFECTIVE  DATES  AND  TIME  PERIODS — JULY  1988 


This  table  is  used  by  the  Office  of  the 
Federal  Register  to  compute  certain 
dates,  such  as  effective  dates  and 
comment  deadlines,  which  appear  in 
agency  documents.  In  computing  these 


dates,  the  day  after  publication  is 
counted  as  the  first  day. 

When  a  date  falls  on  a  weekend  or 
holiday,  the  next  Federal  business  dpv 
is  used.  (See  1  CFR  18.17) 


A  new  table  will  be  published  in  the 
first  issue  of  eac*  month 


Date  of  FR 
publication 

15  DAYS  AFTER 
PUBLICATION 

30  DAYS  AFTER 
PUBLICATION 

45  DAYS  AFTER 
PUBLICATION 

60  DAYS  AFTER 
PUBLICATION 

90  DAYS  AFTER 
PUBLICATION 

Mm 

August  1 

August  1 5 

August  30 

September  29 

July  5 

August  4 

August  1 9 

September  6 

October  3 

August  5 

August  22 

September  6 

October  4 

July  7 

July  22 

August  8 

August  22 

September  6 

October  5 

July  8 

July  25 

August  8 

August  22 

September  6 

October  6 

July  11 

July  26 

August  10 

August  25 

September  9 

October  1 1 

July  12 

July  27 

August  1 1 

August  26 

September  12 

October  1 1 

July  13 

July  28 

August  12 

August  29 

September  12 

October  1 1 

July  14 

July  29 

August  1 5 

August  29 

September  12 

October  12 

July  15 

August  1 

August  15 

August  29 

September  13 

October  13 

July  18 

August  2 

August  1 7 

September  1 

September  16 

October  17 

July  19 

August  3 

August  18 

September  2 

September  19 

October  17 

July  20 

August  4 

August  19 

September  6 

September  1 9 

October  18 

July  21 

August  5 

August  22 

September  6 

September  19 

October  19 

July  22 

August  8 

August  22 

September  6 

September  20 

October  20 

July  25 

August  9 

August  24 

September  8 

September  23 

October  24 

July  26 

August  10 

August  25 

September  9 

September  26 

October  24 

July  27 

August  1 1 

August  26 

September  1 2 

September  26 

October  25 

July  28 

August  12 

August  29 

September  12 

September  26 

October  26 

July  29 

August  15 

August  29 

September  12 

September  27 

October  27 
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